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Introduction

I

magine that you possess an indicator for a disease
or illness that has nothing to do with your body. It
is not a genetic predisposition to acquire cancer or
a vice that raises the probability of contracting some
dread disease, though estimates of its health risks have
placed it on par with having diabetes. It has nothing to
do with the environmental pollutants you are exposed
to or whether you can afford health care. It is not a
physical susceptibility that renders you more easily
reachable by the clutches of pathology. No, this indicator of health hinges on certain learned abilities and
skills, and it is a barrier to health that is totally within
the health field’s power and resources to lift.
The condition hinted at above is the inability to
speak English proficiently in the United States. Today,
more than one-sixth of the United States’ population speaks a language other than English at home 1
and this number (approximately 50 million people)
is increasing rapidly.2 Between 1990 and 2000, for
example, the number of Americans who speak a language other than English at home increased by 15.1
million or 47 percent while those with limited English
proficiency (LEP) rose by 7.3 million or 53 percent.3
According to the 2000 U.S. Census, over 8 percent of
the total U.S. population either speaks no English, or
does so “less than very well.”4 The size of these populations and their percentage of the total population can
both be expected to continue to increase for the foreseeable future.5 The Hispanic/Latino/a population
alone has exhibited a 57.9 percent increase between
1990 to 2000 that has far outpaced the overall 13.2
percent increase for the populace as a whole.6 Additionally, 20 percent of patients report language barriers when attempting to communicate with health care
providers.7 It is of critical importance that this growing segment of the population be able to communicate
effectively with its health care providers in order to
ensure safe and effective delivery of health care. It is
also apparent that a continued failure to provide for
linguistically appropriate health services only deepens
the health disparities in this country. Effective communication is necessary for there to be any chance
of the kind of information exchange required of the
informed consent process, or for the understanding of
and adherence to treatment regimens. The profound
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disability that LEP can be to patients is evident in the
cases where there have been unnecessary errors that
were directly attributable to the miscommunication
between physicians and patients who did not share a
common language.8

cludes with recommendations for clinical research
institutions in light of the scientific, legal, and ethical imperatives identified here as well as a call for a
reconsideration of the problem of the exclusion and
inclusion of LEP participants in clinical trials.

LEP in Clinical Research

The Scientific Imperative

While there exists research showing how limited EngApproximately 80,000 clinical trials are conducted in
lish proficiency (LEP) negatively affects a patient’s
the United States each year16 and of those that paraccess to health services and quality of the care she
ticipate in these trials, 88% are white17 (though they
receives,9 there are relatively few data on how LEP
comprise roughly three-fourths of the U.S. populaaffects clinical research participants. The data that do
tion.)18 This relative lack of diversity in clinical trials is
exist point clearly to the fact that many clinical trials
a troubling confounder to the scientific and statistical
are often conducted with serious ethical, legal, and scivalidity of research that relies on the principle of ranentific shortcomings regarding the study population’s
domization to validly extrapolate and generalize findLEP participants.10 Also, while there exist several
ings to a general populace.19 If the subject population
studies of the medical errors committed
due to the myriad ways in which doctors
and LEP patients mistranslate and misWhile there exists research showing how
understand each other in clinical contexts,11 a literature review revealed none
limited English proficiency (LEP) negatively
that dealt with errors attributable to
affects a patient’s access to health services
LEP in clinical research contexts. Howand quality of the care she receives,there are
ever, I see no reason why there would
not be similar incidence and severity of
relatively few data on how LEP affects clinical
adverse events in clinical trials where
research participants.
LEP participants are enrolled.12
Limited English proficiency also renders potential participants vulnerable
to coercion or undue influence in especially troubling
is relatively homogenous, then the research has the
ways. For instance, there is a real danger that LEP
potential of delivering spurious findings when generpopulations will be recruited into clinical research that
alized to a more heterogeneous population. However,
they would otherwise not consent to. In such cases, it
it is far from obvious that excluding those who have
is not difficult to imagine an instance when an LEP
LEP has any potential to render the research findings
patient, perhaps ashamed of her linguistic incapacscientifically spurious in this way. After all, no one is
ity, attempts to compensate by being unduly deferenclaiming that LEP status is a causal factor in differential to and unquestioning of the physician-researcher
tial pharmacokinetic response, for example. Nonetheand acquiesces despite having little understanding.13
less, I believe that there exist logical bases for at least
These are troubling possibilities, especially given the
a prima facie presumption that studies that exclude
fact that LEP participants are less likely to compreLEP participants and are thus, to a large extent, ethnihend the information recited during the typically brief
cally non-diverse yield results whose generalizability
informed consent process that has become the norm
is compromised.20
in U.S. clinical trials.14 Nonetheless, this paper focuses
Although about 99.9 percent of genes across the
on the exclusion from research since there is adequate
human species are identical, the remaining 0.1 perevidence to suggest that LEP is more likely to result in
cent is important for a multitude of alleleic attributes
the exclusion of this vulnerable population from cliniincluding the phramacokinetic responses that indical research than on improper inclusion.15
viduals have toward drugs.21 Even now, relatively early
This article shows the barriers to adequate clinical
in the post-genomic era, fully one-third of the over 10
trial access by LEP participants and explains why this
million single-nucleotide polymorphisms (SNPs) that
is a legal, ethical, and scientific problem worthy of our
have been identified have been collected in the Interattention. I demonstrate that laws, regulations, and
national HapMap Project database.22 These slight variguidelines already exist to protect from this type of
ations in the genomes of individuals are largely respondiscrimination, but that these are largely overlooked,
sible for the sometimes wildly varying responses people
under-utilized, and under-enforced. The paper conhave to pharmacologics, and they can greatly affect dishealth care • winter 2008		
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ease risk. Since these variations are inherited in blocks,
a person’s ancestral groups can be discovered because
of signature SNPs found in the person’s genome.23 And
since ancestral groups are commonly shared among a
self-described ethnic group, the often culturally, geographically, and socially constructed term “ethnicity”
begins to have salience as a pharmacogenomic indicator — albeit an imperfect one.
A thorough knowledge of the relative allele frequencies and patterns in ancestral groups will protect
against unwanted reactions and ensure efficacy of new
pharmacological agents for consumers. This pharmacogenomic and pharmacogenetic “tailoring” of drugs
is thought to be the next revolution on the path to
“personalized medicine.”24 Since LEP can often be an
indicator of minority ethnicity (as Title VI and its subsequent guidance suggest by declaring discrimination
against people of LEP as national origin discrimination), then the current exclusionary and discriminatory environment in which clinical trials are conducted
is contributing to the non-generalizability of research
findings. This is because “ethnicity,” though a term
with tenuous genomic relevance, remains a relatively
good indicator for common ancestral groups.25 These
ancestral groups, in turn, often show distinct patterns
of genetic allele frequency that are largely responsible for pharmacokinetic responses in patients.26
These gene clusters constitute what in generalizability
theory are known as “facets” or (possible) sources of
variation in results.27 Thus, excluding groups whose
pharmacogenomic profiles may differ in relevant ways
from other groups renders the study findings not universally generalizable until the underrepresentation
of these facets is proven (through empirical research)
to be inconsequential.28 The vigilant inclusion of LEP
participants, because of the fact that they may be likely
to correspond to genetic ancestral groups that are currently underrepresented in clinical trials,29 is by this
logic a scientific necessity.30

The Legal Imperative
In addition to the at least prima facie scientific necessity to include LEP participants in clinical trials, 31
there exist further bases that brook no ambiguity in
their defense.
Title VI of the Civil Rights Act of 1964
In the social tumult of the 1960s, the landmark law
known as the Civil Rights Act effectively changed
many of the institutional mechanisms that previously allowed de facto discrimination through disparate impact upon minorities. One of the more famous
provisions of this law, Title VI, prohibits, inter alia,
the denial of meaningful access for minority groups
4

to the services provided by any entity that receives
federal funding.32 Among the services covered by the
law, “clinical research programs” were specifically
included.33
Unlike most other codes, guidelines and laws dealing
with the ethics of human subjects research, which have
been promulgated as responses to ethically deplorable
cases (such as the Nuremburg Code and the Belmont
Report as responses to Nazi experimentation and the
syphilis study at Tuskegee, respectively), the guidelines and laws dealing with minority access to clinical research stem more directly from a larger societal
shift in thinking about issues of gender, ethnicity, and
race that occurred in 1960s America of which the Civil
Rights Act was one notable manifestation. The Civil
Rights Movement and the Women’s Liberation Movement both spawned vigorous debate nationally about
issues of equality and justice and brought an awareness of many minority groups’ historically unfair participation in clinical research. In the 19th and the first
half of the 20th Century, immigrants were among the
groups that bore more than their fair share of the burden of medical research.34 Then, after scandals such as
the one that erupted in the United States of America
when the Tuskegee Syphilis Study was brought to the
public’s attention, minority groups became generally
underrepresented in clinical trial populations.35
NIH Revitalization Act
These scandals, along with the catalytic social
upheaval of the 1960s resulted in various laws and
policies to address the underrepresentation of certain
groups in clinical trials. Among these, perhaps the
one most directly aimed at the problem is the 1993
National Institutes of Health (NIH) Revitalization
Act.36 Among its many provisions, the NIH Revitalization Act significantly strengthened the NIH policies regarding the inclusion of minorities in research
participation. Enacted in March 1994, the law states
the following:
I t is the policy of the NIH that women and members of minority groups and their subpopulations
must be included in all NIH-supported biomedical
and behavioral research projects involving human
subjects, unless a clear and compelling rationale
and justification establishes…that inclusion is inappropriate with respect to the health of the subjects
or the purpose of the research.37
Executive Order 13,166
In 2000, President Clinton issued an Executive Order
mandating that all federal agencies adopt guidelines
for the removal of language barriers for persons with
journal of law, medicine & ethics
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LEP.38 President Clinton’s Executive order 13,166
“Improving Access to Services for Persons with Limited English Proficiency” required every federal agency
that provided funds to non-federal entities to publish
guidance on meaningful access for LEP persons and
Title VI compliance.39 The President ordered that
“each Federal agency shall…develop and implement a
system by which LEP persons can meaningfully access
those services consistent with, and without unduly
burdening, the fundamental mission of the agency.”40
The Executive Order goes on to mandate that “[e]ach
Federal agency shall also work to ensure that recipients of Federal financial assistance provide meaningful access to their LEP applicants and beneficiaries.”41
LEP Guidance
In accordance with this executive order, the U.S.
Department of Health and Human Services (DHHS)
Office of Civil Rights (OCR) announced guidelines
in 2003 delineating the obligations that virtually all
recipients of federal funding have to persons with limited English proficiency.42 The OCR based its interpretation on the sweeping obligations found in Title
VI which state that no person shall “on the grounds of
race, color, or national origin, be excluded from participation in, be denied benefits of, or be subjected to discrimination under any program or activity receiving
Federal financial assistance.”43 This affirmative obligation that proscribed both intentional acts of discrimination and de facto ones was broadly interpreted and
applied to all variety of health care contexts44 including clinical research.45 In these governmental decrees,
LEP persons are defined as “[i]ndividuals who do not
speak English as their primary language and who have
a limited ability to read, write, speak, or understand
English.”46
The guidance also clarifies that any institution that
violates the Civil Rights statute may lose federal funding for “restrict[ing] an individual in any way in the
enjoyment of any advantage or privilege enjoyed by
others receiving any service, financial aid, or other
benefit under the program” or for “utiliz[ing] criteria
or methods of administration which have the effect of
subjecting individuals to discrimination because of
their race, color, or national origin, or have the effect
of defeating or substantially impairing accomplishment of the objectives of the program as respects individuals of a particular race, color, or national origin.”47
The U.S. Supreme Court in Lau v. Nichols interpreted
Title VI as forbidding de facto discrimination based
on LEP status under the rubric of “national origin,”48
though later, in Alexander v. Sandoval, the Supreme
Court called into question the validity of the de facto
discrimination standard when it made it far more

difficult for individuals to bring suit against entities
under Title VI.49
However, the OCR, the governmental office tasked
with oversight on the issue of discrimination against
LEP patients and participants, is underfunded and
overburdened.50 Ever since the Sandoval case, the
OCR is policing this issue through administrative
action on its own instead of allowing private actions
to deflect some of the “legwork” of enforcement. The
OCR has also suffered an enormous funding decrease
(in adjusted 2007 dollars) from $106 million in 1970
when it was established, to $35 million in 2007, the
last year for which an OCR budget was available as of
this writing.51 Both of these facts (the lack of enforcement through private claims, and a shrinking OCR
budget) reveal a governmental office whose responsibility has outgrown its financial resources. This state
of affairs, along with an overall lax enforcement atmosphere by other governmental agencies as to minority inclusion into clinical trials, conspire to give us the
present environment where laws and guidelines have
been promulgated yet the problems they were aimed
at solving remain.52
Institutional Policies
According to Title VI and the OCR’s 2003 guidelines,
institutions that receive any federal funding must
implement and maintain policies that ensure meaningful access to clinical trials for LEP participants (if
inclusion would be appropriate, and if English proficiency is not necessary for the study to be scientifically
valid.)53 According to the 2003 guidance, in order
to provide covered entities an alternative to an individualized compliance inquiry which is taxing on the
already overburdened OCR, the LEP guidance introduces a Key Elements Safe Harbor provision. This
offers health services providers assurance of Title VI
compliance if they “effectively incorporate and implement” four elements: a comprehensive community
needs assessment, a written policy on language access,
personnel training, and vigilant monitoring.54
LEP Key Elements Safe Harbor
To ease both the oversight burden on the DHHS’s
OCR, and to help assuage the fears that institutions
may have of whether they are adequately complying
with Title VI’s rules, the OCR developed an “LEP Key
Elements Safe Harbor” provision. Safe harbors are
provisions in statutes or regulations that reduce or,
in some cases, eliminate a party’s potential liability
under the law if the party complies with certain stipulations such as reporting requirements or evidencing
the advancement towards full compliance. Safe harbor provisions usually protect those who are making
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good faith efforts to comply with a demanding law or
one that has the potential for varying interpretations.
Institutions that want the protection of the safe harbor are first required to undertake a comprehensive
assessment of the language needs of the communities
the institution serves. If the needs assessment shows
that meaningful access to the institution’s services is
currently inadequate, then a written response plan
should be sent to the OCR.55 The needs assessment
must use a four-factor analysis to make a determination of the adequacy of current language services in
clinical trials. The OCR claims that this is to be a “flexible and fact-dependent standard”56 wherein an individualized assessment of the following four factors is
warranted:
( 1) the number or proportion of LEP persons eligible to be served or likely to be encountered by the
program or grantee; (2) the frequency with which
LEP individuals come in contact with the program;
(3) the nature and importance of the program,
activity, or service provided by the program to
people’s lives; and (4) the resources available to the
grantee/recipient and costs.57
For factors one and two of this analysis, it is important to note that the OCR is sensitive to the possibility
that the needs assessment may in one very important
sense be unfit to uncover the true language needs of
the institution’s participant demographic. That is,
existing language barriers may explain why a population has historically been underrepresented in an
institution’s clinical research program. This kind of
finding may in turn signal the necessity for outreach
programs to that segment of the community.58 The
institution should therefore assess the frequency with
which the target populations should have contact with
the institution’s clinical research program.59 Whenever data other than historical records of the institution support this judgment, the analysis should compensate accordingly. The “other data” that might alert
the institution to underserved populations might be,
for example, local census figures and school system
demographics.60 There is, however, no absolute preset
LEP demographic percentage that will automatically
trigger the necessity to provide linguistically appropriate care.61 According to the 2003 OCR guidance, what
is sufficient to trigger the necessity for affirmative LEP
assistance will always be a context-dependent, caseby-case determination of what is “both necessary and
reasonable in light of the four-factor analysis.”62 Local
surveys should also be updated at least biennially due
to rapidly fluctuating demographics.63

6

When assessing the nature and importance of the
recipient’s clinical research program for purposes of
factor three in the needs assessment, the OCR guidance speaks of looking at both the importance and
the urgency of the program to LEP individuals. If, for
example, the clinical research program at the recipient institution is considered to be an important part
of the institution’s mission and service, then the more
likely it is that it will be considered “important” for
purposes of the third factor.64 If the research is one
of relative importance to medical knowledge and can
be considered ultimately to be of possible benefit to
minority groups, then it is also more likely to be considered important to provide meaningful access to
the clinical research program by LEP participants. If
the need for linguistically appropriate access to the
clinical research program in question can rightly be
considered “urgent,” then the more likely it is that
the third factor will weigh in favor of a proactive LEP
access program. Since this is determined on a case-bycase basis, it is feasible that certain clinical trials in an
institution will require extensive language assistance
for LEP participants while it might suffice for other
trials to merely offer a foreign language consent form
or even less.65
In addition to helping determine the nature of the
language assistance, the “urgency” question also determines whether a delay in meaningful access or language assistance will be deemed acceptable in a certain clinical trial. For example, according to the OCR
guidance, services such as research that are important
(either generally to medical knowledge or specifically
to the minority groups in question, say, an observational, epidemiological research project about high
blood pressure in Latinos) will undoubtedly necessitate a foreign language consent form translated by an
expert, but may acceptably permit for interpretation
services to be delayed for a reasonable period of time.
If, on the other hand, it is both important and urgent
(say, if a delay in communication may potentially
have an adverse impact on the participant’s health),
then the more likely the particular trial will need
both well-translated informed consent documents
and supporting literature, as well as real-time interpretation services that are available with little or no
delay. Conversely, if the research is seen as relatively
“unimportant” and access to linguistically appropriate materials and interpretation is deemed to be nonurgent, then the less likely the OCR will find that the
civil right to meaningful access by LEP participants
has been violated if little meaningful access is granted
LEP participants.66
The fourth factor that must be addressed when
doing the needs assessment is the resources available
journal of law, medicine & ethics
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and costs.67 Of course, it would be unjust and untenable to demand that 80 percent of an institution’s
budget go towards recruiting and accommodating a
minority population that might comprise 10 percent of
the institution’s catchment demographic, but it would
be similarly unreasonable to expect that we could pro-

for meaningful access given in this article are compelling, there should be a change in the perception of
these expenditures as merely “add ons” or “unfunded
mandates” and instead be seen as the foregone cost
of conducting clinical trials scientifically, legally, and
ethically in the United States. Such has historically

The oft-heard excuse of the enormous cost of conducting human subjects
research in the United States is not compelling in light of the force of the
justifications listed herein and the outsized profits that are the norm for much
of research. The problem is not finding the revenue to lift these barriers;
rather, it is the much more vexing problem of the equitable reallocation
of the plentiful resources already committed to clinical research.
vide “meaningful access” to a previously excluded population with no disproportionate increase in resource
spending. At least initially, it will be disproportionately
costly to provide “meaningful access” when compared
to the community size we want to include. This factor
calls for some reasonable mean that will take both of
these observations into consideration. Also, any costs
associated with linguistically appropriate clinical trial
access including translation and interpretation services should be included in the budgetary justifications of proposed clinical trial protocols.
Resource allocation is an important threshold
issue in addressing the inequality of access to clinical
research by those with LEP. As stated above, the various laws, regulations, and guidelines relating to LEP
access remain “unfunded mandates” that in turn, at
least in some cases, explicitly state that cost cannot
be used as an excuse for inaction.68 This may, however, unfairly gloss over the myriad ways in which the
current clinical trial enterprise will have to change
in order for meaningful linguistic access to be guaranteed to those who need it. Many of the barriers to
adequate funding for linguistic competence are institutional and systemic, thus beyond the wherewithal of
most individual researchers to fully circumvent. For
example, when such expenditures as are necessary to
confront this problem are not included in the initial
budgets from either researchers or funders (as is currently commonly the case), funds will either have to be
shifted from other areas to provide for linguisticallyappropriate access, or additional funds will have to be
sought from the funder or from novel sources. Neither
of these options sounds attractive, although, given the
force of the mandate, they remain persuasive. However, if the scientific, legal and ethical justifications

been the case for the sizable costs associated with the
scientific, legal, and ethical review of all biomedical
research in the United States beginning in the latter
half of the 20th century — an era in which clinical
research has flourished despite unprecedented regulation and oversight.
The oft-heard excuse of the enormous cost of conducting human subjects research in the United States
is not compelling in light of the force of the justifications listed herein and the outsized profits that are the
norm for much of research. The problem is not finding
the revenue to lift these barriers; rather, it is the much
more vexing problem of the equitable reallocation of
the plentiful resources already committed to clinical
research. And while the political realities concerned
are beyond the scope of the present paper, there is
policy research being conducted that is finding elegant
and practicable solutions to this problem.69
The second key element of the safe harbor provision is the development of a written policy on language
assistance that is then submitted to the OCR.70 The
guidance gives models of a good language assistance
program that include methods for providing oral and
written language assistance.71
The third key element for a safe harbor is personnel training.72 The Guidance stresses that it is necessary not only to have written policies about LEP,
but that it is essential for personnel to implement
the policies and exhibit the fruits of their training in
practice. For many institutions, this will mean cultivating in their research professionals the comfort and
ability to work with interpreters in clinical contexts.73
Thus, institutions should strive to maintain a clinical research enterprise composed of linguistically and
culturally competent professionals. Studies show that
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having professionals trained in cultural and linguistic competency improves research participant satisfaction, understanding, and adherence to protocol.74
Having racially, linguistically, and culturally consonant professionals also correlates with better patient
satisfaction, understanding, and health outcomes in
clinical settings.75 If institutions do not have linguistically- and culturally-competent research professionals
that can ensure meaningful access for the catchment
area’s most prevalent language groups, then these
institutions should contract with local, medically
certified translators, interpreters, and cultural brokers to be reasonably available at short notice to LEP
participants.
The fourth and final element in the safe harbor provision is “vigilant monitoring” which requires at least
yearly monitoring of the three preceding elements as
well as a compilation of feedback from participants
and their agents.76
The safe harbor provision notwithstanding, an
institution may simply choose to implement a comprehensive policy whereby all clinical research materials and communications are linguistically appropriate
for the LEP community it serves or should serve. In
fact, there are notable academic research institutions
that have such a policy in place.77 Anecdotal evidence
so far suggests that having such comprehensive poli-

California, New York, and Massachusetts are among
the states that have comprehensive language access
laws. State civil rights laws may also cover this situation when they proscribe direct or indirect discrimination based on ethnicity by all institutions that receive
state funding. California’s civil rights statutes are an
example of this.78
Accrediting Agency Requirements
Accrediting agencies can also play an important role
in today’s governmental climate where much of the
standard-setting and policing falls to private organizations such as the Joint Commission on the Accreditation of Healthcare Organizations (JCAHO). This
organization requires that hospitals and other health
care institutions provide information and communication that is understandable by each patient.79 Failure to comply with the accreditation requirements of
JCAHO can have serious repercussions for institutions, including loss of accreditation and monetary
penalties.

The Ethical Imperative

The Belmont Report, the seminal document that
helped usher in the highly regulated environment in
which clinical research now operates in the U.S., is
well known for its language protecting against the
inappropriate inclusion of vulnerable
populations in medical research. What
is less widely known and seldom written
New initiatives to educate and impress upon
about is that the high regard in which
the Belmont Report holds the principle
the clinical research community, including
of justice also condemns the inappropriresearch sponsors, institutions that host
ate exclusion of those who may wish to
research, investigators, and IRB members,
participate.80 One of the three basic ethical principles upon which this momenthe necessity of providing LEP persons with
tous document was founded, justice,
meaningful access to clinical trials are needed.
for the framers of the Belmont report,
is the principle that “equals ought to be
treated equally.”81 The report states that
cies is an excellent way to ensure against possible vio“[a]n injustice occurs when some benefit to which a
lations of the statutes and guidelines regarding LEP,
person is entitled is denied without good reason or
to help foster relationships of trust and goodwill with
when some burden is imposed unduly.”82 If it is right
their communities as part of ongoing commitments
to think, as the various laws, cases, guidelines, and
by these centers, and to serve as an excellent outreach
regulations surrounding this issue make abundantly
tool for appropriate inclusion of underrepresented
clear, that a person is entitled to meaningful access
groups into clinical trials (which also guards against
to health services regardless of his or her proficiency
violating another spate of federal laws and guidelines,
in speaking English, then an injustice is apparent in
most notably the NIH Revitalization Act of 1993.)
the thousands of clinical trials that fail to accommodate this large and growing segment of the American
State Laws
population. According to the Belmont Report, this
Some states have also implemented laws and reguapparent discrimination is a violation of its principle
lations that require health care facilities to provide
of justice if no good reason or evidence of undue burlinguistically appropriate services to LEP patients.
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den is offered as a defense by the researchers who wish
to discriminate on the basis of language proficiency.83

Conclusion
This paper has argued that limited English proficiency
(LEP) is a serious and increasingly common barrier
to participation in clinical trials and to the safety of
enrolled LEP participants. This is true despite the many
clear laws, regulations, and guidelines that mandate
linguistically appropriate health services (clinical trials
included) to this protected class of people. I outlined in
this paper three distinct imperatives (scientific, legal,
and ethical) that necessitate the lifting of these barriers. And while further study is necessary to determine
whether these disparities render current research practice scientifically unsound, the legal and ethical justifications outlined herein are sufficient to warrant a more
rigorous implementation of the policies mentioned in
clinical research sites across the country.
Existing laws, regulations, and agency guidelines are
unevenly enforced and largely ignored by many in the
clinical research enterprise even though they deliberately address the problem of access for LEP persons.
This is due to many factors including the underfunding of agencies tasked with oversight and a general
ignorance of these rules by researchers and funders.
This general non-compliance state of affairs should
provide strong incentive for law and ethics scholars as
well as clinical research associates to engage in serious
deliberation regarding the appropriate response necessary to rectify the situation. I propose that a reconsideration of the current rules and policies that govern
clinical trials in light of what we have learned about
LEP participants is in order. Though these appear adequate on their face, the reality of an underfunded and
overextended oversight mechanism, coupled with the
lackadaisical adherence to the regulations by many of
those involved in clinical research, lead this author to
believe that the various laws, regulations, and guidelines should be revisited by policymakers and reconceived with the current realities of clinical research
in mind. In addition, new initiatives to educate and
impress upon the clinical research community, including research sponsors, institutions that host research,
investigators, and IRB members, the necessity of providing LEP persons with meaningful access to clinical
trials are needed.
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